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DETAILED ACTION 



1 . Claims 1 and 28 are pending and they are presented for examination. 

2. This Office action is in response to the RCE filed on February 01 , 2010. 



Continued Examination Under 37 CFR 1.114 

3. A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after the final rejection. Since 
this application is eligible for continued examination under 37 CFR 1.114, and the 
fee set forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous 
Office action has been withdrawn pursuant to 37 CFR 1 .1 14. Applicant's 
submission filed on February 01 , 2010 has been entered. 



Allowable Subject Matter 

4. Further consideration of Toy et al. (U.S. 5,61 8,290) and Trott (U.S. 5,31 2,422) 
references, the indicated allowability of claims 7 and 28 is withdrawn in view of 
new ground of rejection. The rejection is set forth in detail below. 



5. 



Specification 

The abstract of the disclosure is objected to because the abstract exceed 150 
words in length. Correction is required. See MPEP § 608.01(b). 
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6. The disclosure is objected to because of the following informalities: reference 
numbers 56 and 58 in Fig. 15 are not described in the specification. Appropriate 
correction is required. 



Drawings 

7. The drawings are objected to under 37 CFR 1 .83(a) because they fail to show slot 
28c in Fig. 15 (see [0072]), needle assembly 20b in Fig. 13 (see [0069]), gathering 
arm 38b in Fig. 14 (see [0070]), needle assembly 20c in Fig. 15 (see [0071]), and 
vertical slot 60 in any of Figs. 16, 16A-16B (see [0074]) as described in the 
specification. Any structural detail that is essential for a proper understanding of 
the disclosed invention should be shown in the drawing. MPEP § 608.02(d). 
Corrected drawing sheets in compliance with 37 CFR 1.121(d) are required in 
reply to the Office action to avoid abandonment of the application. Any amended 
replacement drawing sheet should include all of the figures appearing on the 
immediate prior version of the sheet, even if only one figure is being amended. 
The figure or figure number of an amended drawing should not be labeled as 
"amended." If a drawing figure is to be canceled, the appropriate figure must be 
removed from the replacement sheet, and where necessary, the remaining figures 
must be renumbered and appropriate changes made to the brief description of the 
several views of the drawings for consistency. Additional replacement sheets may 
be necessary to show the renumbering of the remaining figures. Each drawing 
sheet submitted after the filing date of an application must be labeled in the top 
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margin as either "Replacement Sheet" or "New Sheet" pursuant to 37 CFR 
1.121(d). If the changes are not accepted by the examiner, the applicant will be 
notified and informed of any required corrective action in the next Office action. 
The objection to the drawings will not be held in abeyance. 

Claim Rejections - 35 USC § 103 

8. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

9. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

10. Claims 7 and 28 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Toy et al. (US 5,618,290) in view of Trott (U.S. 5,312,422). 

1 1 . Regarding claim 28, Toy discloses a suturing device (1 ) having a proximal end and 
a distal end, the device being operable to move a suture through body tissue, 
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comprising: a sheeth (1 1) or an elongate shaft having a hollow configuration; a 
handle assembly (17s) coupled to the shaft; a needle shaft (3) or an actuating 
rod having a proximal end and a distal end, the actuating rod being disposed to 
extend between the handle assembly and the shaft; a needle assembly (6, 7, 8, 
and 9) disposed at the distal end of the actuating rod and movable back and forth 
with the actuating rod between an extended state relative to the elongate shaft 
(Fig. 4) and a retracted state (Fig. 3) relative to the elongate shaft; bifurcated 
portions of the needle assembly defining a suture slot (located between 
reference numbers 7 and 9 as shown in Fig. 4, Col. 3:64-66 and Col. 4: 40-51) 
with a proximal end and a distal end, the bifurcated portions including a backing 
arm (7) and a gathering arm (9) that are integral with one another at the proximal 
end of the suture slot, the backing arm and gathering arm having a proximate but 
spaced relationship when the needle assembly is in the retracted state (in Col. 4: 
40-51 , Trot discloses the latch (9) or gathering arm is created by an L-shape cut 
(7), the latch is then shaped by bending to provide an enlarged latch opening, and 
the inner diameter of sheath (1 1 ) is slightly larger than the outer diameter of shaft 
(3). Examiner contends that the small clearance between the inner diameter of 
sheath (1 1 ) and shaft (3) will allow the gathering arm (9) to extending outward 
away from the backing arm (7) when the needle assembly is in retracted position, 
thereby forming a suture lot) and having a separated and further spaced 
relationship when the needle assembly is in the extended state, the backing arm 
and gathering arm being biased to the separated relationship (Fig. 4 and Col. 3: 67 
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to Col. 4: 5); a sharp needle tip (Fig. 4, near reference no. 6) formed at a distal 
end of the backing arm; and gathering arm includes a distal end and bends (see 
annotated figure) causing the distal end of the gathering arm to extend away from 
the backing arm to define a wide passage into the suture slot when the needle 
assembly is in the extended state and the backing arm and gathering arm have 
the separated relationship and the distal end of the gathering arm aligning with the 
proximally extending portion at a position that is closer to the distal end of the 
suture slot than the proximal end of the suture slot (see annotated figure)(Col. 3: 
20 to Col. 4: 25). 



bends in gathering 




the lower tip of the distal end of the gathering arm extends iow&rd 
and contact the backing arm when the needle assembly is in a 
partially retract position and a top portion of the distal end 
substantially align with the small portion extending from the snarp 
needle tip when the needle assembly is m the retracted state. 
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12. The annotated figure above also show the lower tip of the distal end of the 
gathering arm (9) extends toward and contact the backing arm (7)(which is 
represented by hidden line) when the needle assembly is in a partial retract 
position. 

1 3. Toy discloses the invention substantially as claimed except for disclosing (1 ) the 
needle assembly being biased to the retracted state and (2) a small portion 
extending proximally from the sharp needle tip to form a hook around an opening 
at a distal end of the suture slot to retain the suture, a portion of the opening 
remaining distally of the elongate shaft when the needle assembly is in the 
retracted state. However, Trott discloses a suturing needle assembly (Figs. 1 and 
3-4) includes a positive locking mechanism (Figs. 8 and 9) to bias the needle 
assembly in a retracted state during insertion and removing the suturing needle 
assembly to prevent the suture from disengaging the needle (Col. 4: 39-50). It 
would have been obvious to one of ordinary skill in the art to incorporate the 
teaching of Trott into the suturing needle assembly as disclosed by Toy so that it 
too would have the same advantage. Trott further discloses a hook (46) is 
positioned near the needle tip 38 (Fig. 3-4). Apparently, the advantage of the hook 
is preventing the suture inadvertently disengaging the needle before the needle is 
retracted into the locked position. It would have been obvious to incorporate the 
hook as disclosed by Trott into the hook (8) as disclosed by Toy (Fig. 4 and Col. 3: 
24-27) so that it too would have the same advantage. 
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14. With respect to the limitation of "causing the distal end of the gathering arm to 
substantially align with the small portion extending from the sharp needle tip when 
the needle assembly is in the retracted state", as modified by Trott, the device of 
as shown in Figure 4 of Toy's drawings, which is reproduced and annotated in 
page 6 above, shows a portion of the distal end of the gathering arm substantially 
align with the hook or small portion extending from the sharp needle tip when the 
needle assembly is in the retracted state. 

1 5. Regarding claim 7, Toy discloses the bifurcated portions of the needle assembly 
have an outer surface in the shape of a cylinder (Col. 4: 35-38). 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TUAN V. NGUYEN whose telephone number is 
(571)272-5962. The examiner can normally be reached on 9:00 AM - 5:00 PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, AnhTuan Nguyen can be reached on 571-272-4963. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 



Application/Control Number: 10/803,406 Page 9 

Art Unit: 3731 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



/TUAN V NGUYEN/ 
Examiner, Art Unit 3731 



